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Sir: 

Applicants, in the above-captioned patent application, appeal the final rejection 
of claims 21-35, 37 and 40. The claims on appeal have been finally rejected pursuant to MPEP 
§ 706.07(b). Accordingly, this appeal is believed to be proper. 

I. REAL PARTY IN INTEREST: 

The real party in interest for the above-identified application is CEPHEID, a 
California corporation having its principal place of business at 904 Caribbean Drive, 
Sunnyvale, California 94089. The assignment was recorded in the U.S. Patent and Trademark 
Office on Sept. 14, 2000 at Reel 01 1 181/Frame 0431. 

II. RELATED APPEALS AND INTERFERENCES: 

There are no appeals or interferences related to the present appeal. 



III. STATUS OF CLAIMS: 
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Claims 21-35, 37 and 40 are pending. 
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Claims 21-26, 31, 32, 35, 37 and 40 were rejected under 35 USC 103(a) as being 
unpatentable over Wilding (US 5,955,029) in view of Murphy (US 5,374,522). 

Claims 27-29 were rejected under 35 USC 103(a) as being unpatentable over 
Wilding (US 5,955,029) in view of Murphy (US 5,374,522), as applied to claim 21 above, and 
further in view of Carlin [Ultrasonics, 1960, McGrar Hill]. 

Claim 28 was rejected under 35 USC 103(a) as being unpatentable over Wilding 
(US 5,955,029) in view of Murphy (US 5,374,522), as applied to claim 21 above, and further in 
view of Bersted et al. (US 6,129,879). 

Claim 30 was rejected under 35 USC 103(a) as being unpatentable over Wilding 
(US 5,955,029) in view of Murphy (US 5,374,522), as applied to claim 21 above, and further in 
view of Lynnworth (US 4,335,719). 

Claims 33-34 were rejected under 35 USC 103(a) as being unpatentable over 
Wilding (US 5,955,029) in view of Murphy (US 5,374,522), as applied to claim 21 above, and 
further in view of Buechler et al. (US 6,106,779). 

IV. STATUS OF AMENDMENTS: 

Applicants filed a Response under 37 C.F.R. § 1 . 1 16 on August 8, 2005. No 
amendments were made. An Advisory Action mailed September 8, 2005 indicated that the 
Response did not place the application in condition for allowance. 

In accordance with 37 C.F.R. § 1.192(c)(9), a copy of the claims involved in the 
appeal are contained in the Appendix attached hereto. 

V. SUMMARY OF CLAIMED SUBJECT MATTER: 

This application discloses a device (claims 21-35, 37 and 40) for extracting an 
analyte from a sample containing cells or viruses. 

In the embodiment of independent claim 21, the device comprises a cartridge 20 
having a lysing chamber 86 for lysing the cells or viruses to release the analyte therefrom. The 
lysing chamber contains capture material for capturing the cells or viruses in the sample as the 
sample flows through the lysing chamber. The capture material comprises at least one filter 
(94, 97) or beads (96, 99), and the lysing chamber is defined by at least one wall having an 
external surface. The cartridge also has at least one waste chamber 68 for receiving used 
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sample fluid that has flowed through the lysing chamber. The cartridge further has at least a 
third chamber 42 for receiving the analyte released from the cells or viruses, and the cartridge 
also has at least one flow controller for directing the used sample fluid, from which the cells or 
viruses have been separated, to flow into the waste chamber after the sample fluid flows 
through the lysing chamber and for directing the analyte released from the cells or viruses to 
flow into the third chamber. The device also comprises a transducer 92 arranged to sonicate 
the lysing chamber, the transducer being coupled to the external surface of the wall. See 
Figures 1, 3, 5, 6, and 22. 

VI. GROUNDS OF REJECTION PRESENTED FOR REVIEW: 

A. Claims 21-26, 31, 32, 35, 37 and 40 were rejected under 35 USC 103(a) as 
being unpatentable over Wilding (US 5,955,029) in view of Murphy (US 5,374,522). The 
remaining dependent claims (27-30 and 33-34) were rejected under 35 USC 103(a) as being 
unpatentable over the same references, further in view of additional secondary references. 

{ VII. ARGUMENTS: 

A. Claim 21 is not properly rejected under 35 USC 103(a) as being unpatentable 

over Wilding (US 5.955,029) in view of Murphy (US 5.374,522), and its 
dependent claims are not properly rejected over the same references as well as 
other secondary references 

Applicants respectfully submit that independent claim 21 is novel and patentable 
over Wilding and Murphy because, for instance, none of the references alone or in combination 
teach or suggest a device having a lysing chamber containing at least one filter or beads for 
capturing the cells or viruses in a sample as the sample flows through the lysing chamber. 

In the primary reference of Wilding, a cell lysis chamber 22B has piercing 
protrusions 90 which tear open cells. The lysis chamber does not contain a filter or beads for 
capturing the cells as sample fluid flows through the chamber 22B. Instead, cells are bound to a 
wall surface in a separate cell separation chamber 22 A positioned upstream of the lysis 
chamber 22B. Wilding thus fails to teach or suggest the structure recited by Applicants in 
claim 21. Murphy does not even teach a lysing chamber through which a sample may flow 
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before being directed to a waste chamber. Thus the references taken alone or in combination, 
fail to teach the device recited by Applicants in claim 21. 



Applicants 1 device as recited in claim 21 provides important advantages in 



concentrating cells to be lysed in the lysing chamber, which greatly increases the sensitivity of 
a test and detection of nucleic acids present in only a low concentration in the sample. 



The secondary references do not cure the deficiencies of Wilding and Murphy. 
For at least the foregoing reasons, claim 21, and claims 22-35, 37 and 40 



In view of the foregoing arguments distinguishing claims 21-35, 37 and 40over 



the art of record, Applicants respectfully submit that the claims are in condition for allowance, 
and respectfully request that the rejection of these claims be reversed. 



TOWNSEND and TOWNSEND and CREW LLP 

Two Embarcadero Center, Eighth Floor 

San Francisco, California 941 1 1-3834 

Tel: (415) 576-0200; 

Fax: (415) 576-0300 

RL 



depending therefrom, are patentable. 



VIII. CONCLUSION: 



Respectfully submitted, 




Chun-Pok Leung 
Reg. No. 41,405 
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End.: Appendix of claims involved in appeal 
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Claims APPENDIX 

LISTING OF CLAIMS: 
1.-20. (canceled) 

21 . (previously presented) A device for extracting an analyte from a sample, the sample 
containing cells or viruses, the device comprising: 

a) a cartridge having: 

i) a lysing chamber for lysing the cells or viruses to release the analyte 
therefrom, wherein the lysing chamber contains capture material for 
capturing the cells or viruses in the sample as the sample flows through 
the lysing chamber, the capture material comprises at least one filter or 
beads, and the lysing chamber is defined by at least one wall having an 
external surface; 

ii) at least one waste chamber for receiving used sample fluid that has 
flowed through the lysing chamber; 

iii) at least a third chamber for receiving the analyte released from the cells 
or viruses; and 

iv) at least one flow controller for directing the used sample fluid, from 
which the cells or viruses have been separated, to flow into the waste 
chamber after the sample fluid flows through the lysing chamber and for 
directing the analyte released from the cells or viruses to flow into the 
third chamber; and 

b) a transducer arranged to sonicate the lysing chamber, the transducer being 
coupled to the external surface of the wall. 

22. (previously presented) The device of claim 21, wherein the third chamber comprises a 
mixing chamber for mixing the analyte with one or more reagents. 
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23. (previously presented) The device of claim 22, wherein the cartridge further includes a 
reaction chamber in fluid communication with the mixing chamber for holding the 
analyte for chemical reaction or optical detection. 

24. (previously presented) The device of claim 22, wherein the cartridge further includes: 

i) a reaction chamber in fluid communication with the mixing chamber for 
amplifying the analyte; and 

ii) a capillary electrophoresis area in communication with the reaction chamber. 

25. (previously presented) The device of claim 21, wherein the third chamber comprises a 
reaction chamber for amplifying the analyte and holding the analyte for optical 
detection, and wherein the cartridge is in combination with an instrument having a 
heater for heating the reaction chamber and having at least one optical detector for 
detecting the analyte. 

26. (previously presented) The device of claim 21, wherein the third chamber comprises a 
reaction chamber for amplifying the analyte. 

27. (previously presented) The device of claim 21, wherein the wall is dome-shaped and 
convex with respect to the transducer. 

28. (previously presented) The device of claim 21, wherein the wall comprises a sheet or 
film of polymeric material. 

29. (previously presented) The device of claim 28, wherein the wall has a thickness in the 
range 0.025 to 0.1 mm. 



30. 



(previously presented) The device of claim 21, wherein the wall has stiffening ribs 
extending radially from a central portion of the wall. 
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3 1 . (previously presented) The device of claim 2 1 , wherein the cartridge includes a sample 
chamber having a port for introducing a sample into the cartridge and further includes a 
sample flow path extending from the sample chamber, the lysing chamber being in the 
sample flow path. 

32. (previously presented) The device of claim 2 1 , wherein the at least one flow controller 
comprises at least one valve for directing the used sample fluid to flow into the waste 
chamber via a first flow path in the cartridge and for directing the analyte to flow into 
the third chamber via a second flow path in the cartridge. 

33. (previously presented) The device of claim 2 1 , wherein the capture material comprises 
at least one filter having a pore size sufficient to capture the cells or viruses. 

34. (previously presented) The device of claim 33, further comprising beads in the lysing 
chamber for rupturing the cells or viruses. 

35. (previously presented) The device of claim 21, wherein the capture material comprises 
beads. 

36. (canceled). 

37. (previously presented) The device of claim 21, wherein the wall is sufficiently 
deflectable to deflect in response to vibratory movements of the transducer to generate 
pressure waves or pressure pulses in the lysing chamber. 

38. (canceled). 



39. 



(canceled). 
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40. (previously presented) The device of claim 21, wherein the capture material comprises 
a first set of beads for binding the cells or viruses, and wherein the lysing chamber 
further contains a second set of beads for rupturing the cells or viruses. 



41.-75. (canceled) 
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Related Proceedings Appendix 
none 
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Evidence Appendix 
none 
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